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DETAILED ACTION 

Claims 1-34 are pending in the present application. 



Election/Restrictions 

Restriction to one of the following inventions is required under 35 U.S. C. 121 : 
Group Restriction: 

I. Claims 1-9, drawn to an isolated CGI-69 nucleic acid of the presently 
claimed invention, a vector, and a host cell comprising the same, 
classified in class 536, subclass 23.5; class 435, subclasses 320.1, 455, 
for examples. 

II. Claims 10-12, drawn to an isolated CGI-69 polypeptide of the presently 
claimed invention, classified in class 530, subclass 350. 

II. Claims 13-16, drawn to a CGI-69 fusion protein comprising a polypeptide 
fused to the carboxyterminus of a polypeptide comprising an amino acid 
sequence having at least 80% sequence identity to the sequence of SEQ 
ID NO:3, classified in class 530, subclass 402. 

V. Claim 17, drawn to an antibody that specifically binds to an isolated CGI- 
69 of the presently claimed invention, classified in class 424, subclass 
130.1. 

Claims 18-21, drawn to a method of treating a metabolic disorder 
comprising modulating the activity of CGI-69, wherein said modulating the 
activity of CGI-69 comprises decreasing the activity of CGI-69, can not be 
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classified because the method steps and specific reagents used to 
modulate the activity of CGI-69 are not recited. 

VI. Claims 1 8 and 22-24, drawn to a method of treating a metabolic disorder 
comprising modulating the activity of CGI-69, wherein said modulating the 
activity of CGI-69 comprises increasing the activity of CGI-69, can not be 
classified because the method steps and specific reagents used to 
modulate the activity of CGI-69 are not recited. 

VII. Claims 25-28, drawn to a method for determining whether a compound 
up-regulates or down-regulates expression of a CGI-69 gene in a cell, 
comprising contacting the cell with said compound and detecting 
expression of the gene, classified in class 435, subclasses 6, 7.1 . 

VIII. Claims 29-30, drawn to a transgenic non-human animal having a 
disrupted CGI-69 gene, classified in class 800, subclass 13. 

IX. Claim 31, drawn to a transgenic non-human animal comprising a 
transgene having at least 80% sequence identity to the sequence of SEQ 
ID NO:1 or a complement of said sequence, classified in class 800, 
subclass 13. 

X. Claim 32, drawn to a method of screening for a mutation in CGI-69 
comprising comparing nucleic acid sequence to the sequence of SEQ ID 
NOs 1 or 2, classified in class 435, subclass 6. 

XI. Claims 33-34, drawn to a method for measuring CGI-69 agonist or 
antagonist activity of a compound comprising contacting a composition 
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comprising CGI-69 activity with the compound, and determining a change 
in the CGI-69 activity, classified in class 435, subclass 4. 
Claim 18 links a plurality of patentably distinct methods of treating a metabolic 
disorder comprising: (a) modulating the activity of CGI-69 by decreasing th.^ti^ 
CGLm and (b) modulating the activity of CGI-69 by increasinn th* ^.tivitv of nni-so 
that lack the unity of invention because the methods do not share a substantial common 
core structure or element among themselves to achieve opposite desired effects 
(decreasing the activity of CGI-69 vs increasing the activity of CGI-69). As set forth in 
MPEP 803.02, unity of invention exists if all species recited in a claim (1) shows a 
common utility, and (2) share a substantial «n^t feature Hi.Hn^ go ^ 
essential to that utility . Applicant is required under 35 U.S. C 121 to elect either one of 
the aforementioned methods for treating a metabolic disorder. 

The restriction requirement between linked inventions is subject to the non- 
allowance of the linking claim 18. The restriction requirement between linked inventions 
is subject to the non-allowance of the linking claim(s), 18. 

Upon the allowance of the linking claim, the restriction requirement as to the 
linked invention shall be withdrawn and any claim(s) depending from or otherwise 
including all the limitations of the allowable linking claim(s) will.be entitled to 
examination in the instant application. Applicants) are advised that if any such claim(s) 
depending from or including all the limitations of the allowable linking claim(s) is/are 
presented in a continuation or divisional application, the claims or the continuation or 
divisional application may be subject to provisional statutory and/or nonstatutory double 
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patenting rejections over the claims of the instant application. Where a restriction 
requirement is withdrawn, the provisions of 35 U.S.C. 121 are no longer applicable. 
See In re Ziegler, 44 F.2d 121 1, 1215, 170 USPQ 129, 131-132(CCPA 1971). See also 
MPEP 804.01. 

Additionally, should Applicant elect the invention of Group V or Group VI, Miner 
group restriction is required depending on the nature or chemical structure of the 
reagent utilized to modulate the activity of CGI-69. 

The inventions are distinct, each from the other because of the following reasons: 
The products of Groups I, II, ill, ,v, VII, and IX are unrelated. The isolated 
nucleic acid molecule of Group I, the isolated polypeptide of Group II, the CGI-69 fusion 
protein of Group III, the antibody of Group IV, the CGI-69 knockout transgenic non- 
human anima, of Group VIII and the CGI-69 transgenic non-human animal of Group IX 
comprise chemically unrelated structures capable of separate manufacture, use and 
effect. For examples, the polypeptides, the CGI-69 fusion protein and antibodies 
comprise unrelated amino acid sequences, and the nucleic acid molecule comprises 
nucleotides, distinct in chemical structure from amino acid residues. It is further noted 
that the CGI-69 fusion protein has novel characteristics not found in native CGI-69 
protein (see instant specification, page 36, last paragraph). The knockout transgenic 
non-human animal of Group VIII and the transgenic non-human animal of Group IX are 
living entities tha, differ one from the other by the genomic make-up, and being 
generated by distinct processes. 
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Although there are no provisions under the seotion for "Relationship of 
inventions" in M.P.E.P. § 806.05 for inventive groups that are directed to different 
methods, restriction is deemed to be proper because the methods in Groups V, VI, VII, 
X and XI appear to constitute patentably distinct inventions for the following reasons: 
These methods are directed to methods that are distinct both physically and 
functionally, and are not required one for the other. The method of Group V is drawn to 
a method of treating a metabolic disorder by decreasing the activity of CGI-69; the 
method of Group VI is directed to a method of treating a metabolic disorder by 
increasing the activity of CGW9; the method of Group VII is drawn to a screening 
process for determining whether a compound up-regulates or down-regulates 
expression of a CG H» gene in a cell; the method of Group X is directed to a method of 
screening for a mutation in CGI-69; and the method of Group XI is directed to a method 
for measuring CGI-69 agonist or antagonist activity of a compound by determining a 
change in the CGI^9 activity. Clearly, these methods have different method steps, 
starting matenals, different desired end-results, and therefore different technical 
considerations for achieving the end-results. 

The product of Group I is related to the methods of Groups V, VI, VII and X as 
product and processes of use. The inventions can be shown to be distinct if either or 
both of the following can be shown: (1) the process for using the product as claimed can 
be practiced with another materially different product or (2) the product as claimed can 
be used in a materially different process of using that product (MPEP § 806.05(h)). In 
the instant case the product of Group I can be used in any of the distinct claimed 
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processes. It is noted that the product of Group I is not required for the making or using 
of the process in Group XI. 

The product of Group II is related to the methods of Groups VI and XI as product 
and processes of use. The inventions can be shown to be distinct if either or both of the 
following can be shown: (1) the process for using the product as claimed can be 
practiced with another materially different product or (2) the product as claimed can be 
used in a materially different process of using that product (MPEP § 806.05(h)). In the 
instant case the product of Group II can be used in any of the distinct claimed 
processes of Groups VI and XI. It is noted that the product of Group II is not required 
for the making or using of the process in Groups V, VII and X. 

The product of Group III is related to the methods of Groups VI and XI as product 
and processes of use. The inventions can be shown to be distinct if either or both of the 
following can be shown: (1) the process for using the product as claimed can be 
practiced with another materially different product or (2) the product as claimed can be 
used in a materially different process of using that product (MPEP § 806.05(h)). In the 
instant case the product of Group III can be used in any of the distinct claimed 
processes of Groups VI and XI. It is noted that the product of Group II is not required 
for the making or using of the process in Groups V, VII and X. 

The product of Group IV is related to the methods of Groups V and VII as product 
and processes of use. The inventions can be shown to be distinct if either or both of the 
following can be shown: (1) the process for using the product as claimed can be 
practiced with another materially different product or (2) the product as claimed can be 
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used in a materially different process of using that product (MPEP § 806.05(h)). In the 
instant case the product of Group IV can be used in any of the distinct claimed 
processes of Groups V and VII. It is noted that the product of Group I, is not required 
for the making or using of the process in Groups VI, X and XI. 

The transgenic non-human animal products of Groups VIII and IX are unrelated 
to the methods of Groups V, VI, VII, X and XI, and therefore they are not required for 
the practice of any of these methods. 

Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art because of their recognized divergent subject 
matter, separate search requirements, it would be unduly burdensome for the examiner 
to search and/or consider the patentability of all the inventions in a single application. 
Therefore, restriction for examination purposes as indicated is proper. 

Species Restriction: 

Should Applicants elect either Group V or VI, claims 18-22 are generic to a 
plurality of disclosed patentably distinct species comprising: 

A specifically named metabolic disorder as recited in the Markush Group of claim 
21 or claim 24. 

Applicant is required under 35 U.S.C. 121 to elect a specifically named species 

as indicated above. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
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readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered non-responsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, app.icant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case, in either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a diligently-filed petition under 37 CFR 1.48(b) and by the fee required under 37 CFR 
1.17(h). 

«am^.te?SS3 to qSHEE" P°n n arl t «™"*»*n. «™ the 

(703) 308-8339. a,reG,ea t0 Uuang Nguyen, Ph.D., whose telephone number is 
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at (703) 305-19S8. y readied at (703) 305-2024, or SPE, Irem Yucel, Ph.D., 

be <* <*• mien should 

2982. « wiyw, i racey Johnson, whose telephone number is (703) 305- 



Quang Nguyen, Ph.D. 
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